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Atorvastatin 20 mg tablet

7. fiour Atorvastatin 20 mg tabl.et

2. nuaurifili'rtr.t

z.t :r]tlut r{iuurufinrFrfiorfilail (fl[m coated tablet) riryiu:-ur.J:vvrruU'

2.2 dtwJzvnav l:vnoupiru6'ru1 atorvastatin calcium fialqariu atorvastatin 20mg

lu t rfin

2.3 nrtuvl::o !::qlurrzulilnafrvr flarriu.r''uduql

2.4 aaln - :v!frosr eirutj:vnor6"rardrriruuavn?rrrr:{ iuzufrpr iufruoru rarfizuFn1U
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'vvAaaiy- llun'rrJl:UrJ::oEJrodrlfourr'ol:vufrou1y5oiloyr{n'r:n'r cirur]:vflolJtrav
l,

rlul n n?'r r.r LLi{rJ o{ u r rar fi zu 6 pr iu f; u o r u ticyn rou
q

3. qruaurifivrTrrunfin

zuanr:n:roitrr:rvfinrunrvlrfluhJqru finished product specification rrav drug substance

specification filleionvrvuiuurioeirrintrunruvfl::x.rflr:o'r1r1:tuauu't fliyyl:?{fi16r:ruat
3.1 Finished product specification

\*t
(urerrniu'rla: uorfnfi ) (uruiir rnvatuoBrg)
dy 4 ouru$v!viuilvl:{Ftfu?p}t atut'tflfl::u atflr0tq:n::il u'tutLl\vtudtur6Unr:frtrtu at'rttrtfl::l alfl-to.'tu:n::xlu9rn-o

(arfro) €9.................nrrx.rn'r: . ! \u,--(a{t0) ...................1.......................n::ilfl 't:
(ururoun nunfra{l) (uralcyor uddr)
- {.4 v A y

u'luttvlvlutuu?flrrU rlrutxtn::il fi'nl101u:n::! uruuvlytutilurtrt-u pt'rutrtl::xl alfl.toluin::il

(ardo) }6*/ il nirn.r:
,/

(a€o) ................. uJ..................... n ::il rn:
(urufi:frnrrj rnndrlvrq) (ur.lvl::fi rrilcgfio)

d o , ^, 'uruuwvurirulruflr: riluntn::l atfl'tolu:fliul rna'tn:rfiurtrry oirurn#rn::lnfrfln

vto Test items Specification

1 ldentification Compl.ied with flnished product specification

2 Assay 95.0 - L05.00/o of the Labeled amount of

atorvastatin

3 Uniformity of dosage unitsx Complied with finished product specification

4 DissoIution* Complied with finished product specification

5 Related substances Compl.ied with finished product specification

M,arflo) ......... f:vorun::lnr: (a.it0) fl::3.1fl1:
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?JO Test items Specification

1 ldentiflcation Meet the requirement

2 Assay 98.0 - 1.02.0o/o of atorvastatin calcium (on the

anhydrous and solvent free basis)

3 Propylene glycol (lf l.abeI as a

propy[ene glycol solvate)

5.4 - 7 .3o/o

4 Heavy metals Not more than 20 ppm

5 Organic impurities

(tfion Procedure 1 yio Procedure 2
3 - ^ov d

riufllitj;is tFr:1 vituav polymorph

1o{zu{ur)

Procedure 1

- Atorvastatin related compound A
(Desfluoro impurity)

- Atorvastatin related compound B

(3S , 5R lsomer)

- Atorvastatin retated compound C

(Difluoro impurity)

- Atorvastatln related compound D

(Epoxide impurity)

- Any other individua|. impurity

- TotaL lmpurities

Not more than 0.3%

Not more than 0.37o

Not more than 0.370

Not more than 0.2o/o

Not more than 0.17o

Not more than 1.07o

a{flo).......... Iqy ...........rJ:vorun::ilnri
(uruunburlni ra.iifif )
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(nrilo) .............{.r, ^.v(u')f r1i?t

..[......... .fl::l]fl1:
rnvaflraiflJ)

3.2 Drug substance specification :

Atorvastatin calcium USP37

ur s utilvl diiyl:r n rur ofi 6't u urrn::r a1fl r o r u : n ::xl

, ai, 4?-(a{10) ..................:........................fl ::1.ln1:

(uruuoun nunAa{)
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(ururlryor rutidl)
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(u'xvr::ri rrB!rgfro)
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tfl dtn: ttu?.lJ't6u Fllu tnatn:::.Jna1,Jfl



2- )-

I
lJO Test items Specification

Procedure 2

- Atorvastatin diamino

- Atorvastatin related compound A
(Desfluoro impurity)

- Atorvastatin related compound B

(35 , 5R rsomer)

- Atorvastatin related compound C

(Difluoro impurity) if present

- Atorvastatin 3-deoxyhept-2-

enoic acid

- Atorvastatin related compound H

(Lactone impurity)

- Atorvastatin epoxy

tet"a hydrofura n ana log

- Atorvastatin ethyt ester

- Atorvastatin related compound D

(Epoxide impurity)

- Atorvastatin related compound I

(Acetonide impurity)

- Any other individual impurity

- TotaI lmpurities

Not more than 0.15%

Not more than 0.37o

Not more than 0.37o

Not more than 0.37o

Not more than 0.10%

Not more than 0.157o

Not more than 0.157o

Not more than 0.15olo

Not more than 0.1,5olo

Not more than 0.15olo

Not more than 0.100/o

Not more than 1.0olo

6 Enantiomeric purity Not more than 0.3olo of atorvastatin related

compound E (3S , 55 enantiomer)
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1'0 Test items Specification

7 Water (fiuril crystal'l.inity fl o{01-?u1

rirn'cy)

- Trihydrate form

- Amorphous form or

semicrystaILine form

- Propylene glycol solvate

3.5 - 5.5o/o

Not more than 6.00lo

Not more than 1.00/o

x4r.r'ruLuFr - * #r{o Dissolution LLav Uniformity of dosage units'l#uuutonar:ltfiFr{:luauLdunzua
a d ^\v v a ! a,

fi't:Ft5'la'trFt:'1v1,4 l,t'tftLLgtrLQ{:1uas[ouFlllrluFr-?rafllfflulu COA

-4-

d4 4 v v
- fl:rullaFtytuLlJUuLta{fl15uru (waive) fl1:9r:?aao!?tn:rvfi:runr:"Ln l#u*uruan{tonar:

u a no r u n-r n d m fi t6'Yu o r.4rTG 6'r u

- Drug substance speciflcation l^or:rura'rnluiun:rvvitol{26m drug substance liiol!
itn:rvri drug substance tJo{ry'zuAflurdrriq:il afiu"tprar-iuvfir fit:r^nr:pr:rqiurr:rvdn:u

vlnri'rdofirirr,ruor
.Juei4. l.tolJ lfleiu

frrauo:rnrrrlordudrrurnrvrriruronar: v,r{oila{a1uflofioYr:o.uonar:Tprufr'fidrurq:ruavuduflrY.rdUU

4.1 ronar:nr:leiYuoururnduvrvufluusl"rYuurufioqiluriru"turJ:vrvrntyu rrasi{rrurs (decl.are) uveirnFor

+.t.t h;{rn'runr:duilrufluusi'riuur leiud vru.z vru.3 vru.4 raio a.z ufrrurrin:ai
q.t.2 hr{rrofluvrvrflau vrer.1 v3o u.1 rorurfirat-loi'rn1 nior:runv16upr#':rionr:n?La:l

a A& 4 ,-
Frfunll,'l%o{zuannruqrrn'rlvrrjuvvtfluu (finished product specification) tuavdarirvupr

nrunrrtol{nqhu (drug substance specification) n:nifiod:su'jrrnr:rrJfiu!ttla{
rufrtt ufr lr 1fr rl q v 6'o.r ttur to n ar : n r:t o uuilt ( a.s) r r v,r io r fi n i s h e d p rod u ct

specification utav/u6o drug substance specification TnutourffltriouiurJ:vfl'tFj

rJ:s nr n:r nr6 lfinvr:afr n;i ua vlil rnu z fl ru iurJ:s nr etil:u nx qlrfl)A r finuzafind
(arflo) ..............\..x-z-................rJ:so1un::iln1: (ardo) . . d/f:. .........n:::rn'r:

, I q Ud. )J(urerrnSur'Ln: ra.rfrrfl) (uruiYt rnu4ruoirg)

uruuuv\ildfr'il:tqru1ffi druurtn:::r aruroru:n::il uruLll\vrtirirurrilnr:firnrg 6'rrurtnTi:l fi1?J1o'ru:rr::x.l

,- 4 , {a '-, t\A-(arflo)

(uratoun nunfra{l) (ururlcgos urtidt)
r! , 6A v

u1uttl\vlutljU?lJ1fu Frlut?tn::3.1 fi'rlj'l01u5n::il u'lEiLLl\lluLuu?fl16\l nlut?ljf^l::xt firt'toru:n5:il

tt',,o(//'(
(arfio) ..........N.|.V- .....11v.J........n:iilnr: (ardo) .......... ........\d..... .., ... ......n::rnr:

(urufi:rizud rnndrrv,rq) (uxvr::ai rriq4da)
do v v i t

ulurLl,lvruu'ru16un1: plrut'l%n::il ff1fl10'tq:n:::] tnfl"un:ttu?lj'lfll nl1-Jtaa1fl:::.lFln!fl



(ar fi o ) ............ \.t-.nr-1...................rJ:vfi 'r1.t fl ::l fl 'r5
-l^q(ururn5ur'Ln: uorirrfi)
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ur u L[v! vt u tJ 1,1 5 { F] fu ? Fit 9t't U t? fl n : :xt a I fl r 0 1 u : fl :: lJ

,- -4-r .-"e
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(ururoun nunAa{)
ai u

1Jl U tt1^rylu lljuxtr 6u alut?ljfl ::t] a1t'to1 u:n5:x.l

(a,do) G/
(urafi :rnTrirri rfl Fr61{ila)

4o y
ur u ttl\vlulJ]ul fun'l: Ftr1,J t't1Jfl ::x.t a11101 u:n::il
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4.2 lo nar:Yr:o{lnn:61un1:riAaur

4.2.1 n:rieJrzu6nlurj:vtvrrrlvru fi2frpr6'arfrtonar:ir:o.rr.J'rgr:fi1un1:r.rAFrulFt'rilu#nlnruqi$ay
!d

ad a'ao
iEnt:frfi'lunr:zuAe]u't PICIS (PharmaceutlcaI lnspection Co-operation Scheme) lnu

urjrulru PICIS participating authorities yiofironaT:iu:olltrn:otunt:zuAelurn1tt
ud

uafltftru%ttavi6nr:fi6tunr:tJAnu'rqJotdrfintrunruvn:::.Jf,i'r:o'ry'nrravu'r n:vyl:?{

a1D1:tuafl fisrirvunduTflufiFrxrilaoanfroruravfi'prrfiurLnluydnrncu",{uuaviBnr:fi61unr:

zu6 n ar PICIS "luralrn urfi rauorr r arir:eirao ml:.J:o! nrtn:? oaotlTn ufi ria nr:il:olfl .l

iul:v nr rtl:s n?q:1 ar A r5 nvr:0fl nei

4.2.2 mfrutriruirtrnrixrj:vtun r.izufrn6'orfironar:Yr:or:r'rn:f,'rufl'r:r.JFsrurnr:^:ya'nrnru",{U4
ad i<c

ruavTdnl:fr61unT:zufrrtur PIC/S participating authorities ar.lileirannrxtiolJfll:Fl:?e

aorTnufizuanr:ir:otfiriurj:vnrrtl:vn?n:1nr6#nyr:ofrn;i u6ooranaonfiv'rur#r*rin:ai

4.3 ro n fi 'nntun'rv\i1Jo{ u1fr uauo:rnr
q

4.3.1 zuanr:n:':oiln:rvfinrunrvrzufrn:irud'ur;{rr*o;rJrovTzu6pr (certificate of anaLysis of

finished product) luurlufi rilr{Jupirodrl

4.3.2 
^at 

1n:-roitn:rvv{nrunrvrr-nnfrltord'ru'xirdry (certificate of analysis of drug

substance)fihTtunr:zufrmuriuvr-rirr{Ju6'rodxvrerrorfizufrnaruavrizufrnr-nnFr

(***lrlnuLl,rrr : n:ritfluelrn{u biological products ,lron'.t, COn of drug substance
'Yd!,a,tosfizufnalvttrtu / n:rfrurriuutlu Steril.e water for injection trjd'olfl COA of drug

substance"**)

4.3.3 tara.lllaior,ra'ngrudueiunrrrl#rvl-ui5:vra'irrjunr:r.JAerflo{innfrrrorn-ru'rr{rriry (drug

substance) ilri.z.zriulunr:zu6ntorzufrsrriru,?i'urcirr5r;rJ (finisneO product) ila q.z.t
t ,ru

4.3.4 zuanr:finur long term stabitiry naootirnorqflo{urfifl!ilyriuulifiu{rrinlrunruv
q

fl ::3.1 fl '15011n1:LLayu't fl :y11:?{d1fi 't:ilat
4.3.5 n:fir{Juurfldil biological products friflu vaccines , blood products 6'olfironar:

Yr.l:orlunr:26n (lot retease) a']fln:]leilu'ta1finin1:rLv{yri n:vy:xfitor:ruq?l
Dn t"

(ardo) ffi."-f ..... ni:'r.r:
(ur€.riYt rnvaflrxirU)

ur u ttv\ il sidr u r ry n r : fr urt rv pir u rr r n :: r fi 1 ?r'r o'r €] : rr : : xr

. d FrNA-(a{10) . .......... l.'...................fl:::.t'I:
(ururryor udfir)

a! y
1.J',] U tLv\yl U tlJ U?lJ'] tu fl1 u t? u fl :::.1 al 1r o 1 u : fl ::x.t

,/"
. d .((a{10) .5-...............r::ilnt:

(ur.rn::fi 116rlrydo)
qi

Lfl dtn:ttu?"ljrtu nr1]tnatfl ::uFtaufl
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4.4 sr-rodrsur

4.4.1. frnua:rnr froreir6'rosirruroeirrfiou....z,.....uutuu::ofiruqi1 fir,tlusr-ruv1r$an{
Uq

:r u n v rd upr"Lein:rrirusrrlfi rirvuerluri'r{onruarri6fr'rtrldrr6'u

4.5 nr:r.J:vfiunrunruarfi dlltol
!,

4. 5. 1 u r ri ri r r o u do r fr o r u"lfr1ei1ri fi o u n'i r. ... t ....... tJ rir q 1 n iu?i r il o u

4.5.2 uliln'irprfirir:ror qvFlor?ir6{rrurnrnciruhYu:o{zuanr:Fr:rqiun:rvdtiriufiriuou
q9

4.5.3 n:niyr,i':a:rtnr:drnr:eirfr":odxurfirilltoulfiori.rsr:reiun:rvvi'no;nru vrira:ttnr:
9q

ovviryrirfioiorror1roejx Tnuriuauo:rnr (rjtrr) ovfrorrirururlr6nnr:llirurufrr.ni':r

:rrnr:cir sr:rqi rFr:rvdrav l{lufi'Yrfrerrourirl"ficir ufi rfi urdor"[un r: n:r ri un:r v#n runrn
!l

n:fifiuu'irErrl:.ir{Jutrjgtrilnrua-nuruvlovllv yriru:'rflflr:floa.iruavrdhiYrrfrqr:rurnr:
9

ua u o : r e r u r d'.i n d r r t o r rirau o : r n r ( r.ir r u ) iua v/ut o rizu F prtun {r si otrjfu .U 
U

4.5.4 frrauo:rni (ritru)av6'orirll6uuurrfioul'tnfrr,unorq y6orfrorfinnr:rfiolanrlnrpira

rJ:srr:lpr 1 iourirr,run Torutrlfi rloulr
a d, A. d u i ^ - , 4 v 4 u

4.5.5n:rfrrtluurfrriorrfirYnr*rfiqrura4frz-eorrtrrtardunfrorfrronar:uan.ruavir:oritr

:vr:r:nr:lfiruuav{'qeirurt{Ju cold chain system fi16'rrsr:orunrry#linruE{ cood

Storage Practice (GSP) tuav Good Distribution Pratice (GDP)
:

4.6 roflar:ou I
4.6.1 n:aiurfirauot:"jkjurfruuur (originaI drugs) frorfitonar:zuanr:finrsr bioequivalence

i,ddvvlAd4vd,q,
ro.iurxlrfiL10:rnrnJEu!lfrurfiiurfruuuw lprui6nr:finur6'o.lt{lutrjnrllvfinunruql*nv

rau^q 4 d
LLU?lJfllJeltUir1:flnUl'tJ?fir.JlAt0{UrAril6U1J0.i?11Un{1!FrfUUfl:51.rfr:OrUr: rtnvUr

fl:v1,1t?{al6r:fuafl
. & q ai u u d, q
flou:ulJ [un:ru]la'ru'rfirFrrurlo{ulaurrl.ttlfluvrvrfruurioufl A.A.253s irav rfluur"luncil eirfl

9q

,!\t(a{10) .. .. l.!-\rt-1...............rJ:vD1ufl::}Jfl1:
^l u(ururnBixtr: "arYrrfl)

dv
ul u Lt?\li u il yr: { Fl ru? 9}r Ft't u t't?J n::xl att't 0 1 u: n ::xl$9lq

. J -.4t(a{ta) ...............{;.*-...... ..... . ..rr::!n1:
(ururoun nunfra{l)
rA

ur u ttv!vtu tlj u'r1r 6u nru r?ljfi ::u 41fl 't0l u5n:::.t

(arflo)

(urufi :vTerd unrdr'rvrn)
3 !'

d6

u'r u tr1\ 1,1 ufl 1 ul fu n r : Flr u t? 1 n : :il al t'l 0 l u 5 n : :t l

al a"
W... r::rnr:(a.rflo)

(uruiit unvarrqSrl)9 o'
do

u'r u [[1 ] 
y u t't u 1 fu n 1 : v! LFl 19 Fl'r l-J t'l lJ fr : : :.r a l ?J 1 a I u 5 fl : : xl

. o t/'^
(alfr o ) .,...................1.^ "..............'ri::r r-r 

-r:

(ururlryo r "rtidr)
<!

1.J1 U ttvlvr U t1J U?lJ1 rU Frl U r? 1J fl :;:.r A'r I r 0 1 U : fr ::1.1

(a{10) n::ilfl't:

udYu
tjlfl lJfl : tfl u'l'tjr tu fl r1] ttalJt ::lrFta!ft

,/I
\.t "":"

(urtu::rfi ei"qipfio)
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n. urfr:vl'jroqjlunril Biopharmaceutics Classification System (BCS) Class 3 tnia 4
ia- a

fl . Ulvlx.Jatuarl:fnu1 LtFtlJ (narrow therapeutic index dru gs)
!. -n. arfr;irrjntllerruvfl::rfl'r:01v1:LL6vurlivnrfl'jrrlowirnr:fiflu'1 bioequivaLence

triu urru rir tfr rr an rfi u zidovudine (azidothymid i ne,AZT) urtu:rJ uutlurfi pYor *r.iar

n 1:lafl Lkjo €J rir urr{r rYcy (mod ified release dosage form s) r{Ju6'u

4.6.2 n:air{Juarfr6'otavarsuav/yio16aorriiouki 6'olfizuanr:6nu1Fr?r!n{daryiud{ar:

a v a r u uua v/ui o 16 o o r t "lu fr'r a v a r a ri 1 { 1 n :! fixr: ua v ao nnfror fi! ra n a r : rir ii! u r
4.7 {tmuaz trr r (rjrr u ) 0 u u o rl#u n rfr n #ry ry r ri o un:l rit,run d'ld

4.2.t n:rfizuanr:eirn:roirn:rvriurdTnun:ileylu'rFrraminr:uvlyrtiraio#olrJfrl-frnr:fi16'

l'tFr:5r1.r ISO/lEC 17025 zuanr:n:rqiln:rvxfhir{luhJnrruTn:qrudoriruunluil:vnrrr

rJ:vnln:rnt
4.7.2 nzfru6,n:iru,a{urtfrprdnnriunrffrduornfr'ornarorlorudrfinrrurrruvn:::lfl'r:o'ril'r:rny

U

urludx lrarror6'rururoyfr'rrro', u
dq"3!

4.7.3 n:riluutlruurncunrvrornzu6nnJruqlurflvr-ororirzuariorj:vfrvrBzuaurasnrrlilaon:iario
q

fr'rjrafrt6':nur
U

4.8 uriru:'rtnr:toasrufrrdtilt-ufro',trurzua^sui'euqi'urfifirj:vifrnnriunrffuduTnse{ru-nrruncuy
v

fl T::l fl 'r :o rfl : lrn v s r'lu: u u u L? a I t fl d o uiuri : u n r fl | : u fl ? Fr 6 r5 nvr : ofl n ;i

(a.:fi0) 
\n/..............r.J:vo1un::1Jn1:

(urarniurln: rasiflfi)

ur u uil1,1 dfr'il:r n ru 
1 

ofi dr u lrr n::r d'rfl 'r o'r u: niill

,<a /-(a{ro) ................:..........................fl :5:ln1:
(uraroun nunfrarl)
ri

u'r u ttv{yr u r1J u ?1J't fu Fl 11.J r??J n ::3.1 fl 1 fl 'l 0 1 u : n :53.J

(arflo) XtK.l11^o/ nrrun.,
(urrfi :r&'zurj (nrrdr rnq)

ur u uvry ririrur rU ari 6'ru rrrn::r fl 11J10'r q:n:iil

$et .::,,n',:
(uruiirr rny4flLairU)

(a{10)

ur u rry\y ddrurrynr:fi rrtu druurrn::r ar?'ro'r u:r::r.l

' J lv AA n<<q(a{10) .............. :.7. J.Y }-...........,.... I ::Xt I r:.....1.i......,,...,......,...,r d dd

(urulcyor utid.l)
ai y

1-J1U ttv!7t U tljU?lJ1ru n1U t?1J fl ::Xt A11l Or U:n5:il

/t'
..i /
(arfl o) ...............\d ....................... fl :iu'r'r :

(urrn::ni rriqrydo)
qi

ttatn: tfl u?tj'tfu Ft'11_J rna1Jn5::tn 6iin


